Carchman, Loreen 


From: 

Rustemeier, Klaus 

Sent: 

Friday, September 21,2001 9:16 AM 

To: 

Gear, James C.; Tricker, Anthony; Walk, Roger A.; remote Gomm, Willy; Nelson, Bettie L; 
Oey, Jan; Roethig, Hans; remote Holt, Klaus von; Adams, Candace R.; Carchman, Loreen; 
Haussmann, Hans-Juergen; Kinser, Robin D.; Lau, Raymond W.; Rowsey, Rebecca M. 

Cc: 

Dempsey, Ruth; Sanders, Edward 

Subject: 

RE: Update of objectives for TES 


After some discussion about the phrase "whole cigarette smoke" has taken place, I dare to say that I had some problems 
with this phrase, too. My favorite version of the objective is: 

To estimate the exposure of U.S. adult cigarette smokers to cigarette smoke based on suitable biomarkers 
Klaus 

-Original Message- 

From: Gear, James C. 

Sant: Friday, September 21,2001 14:54 

To: Tricker, Anthony; Walk, Roger A.; Solana Rick P.; remote Gomm, Willy; Nelson, Bettie L; Oey, Jan; Roethig, Hans; remote Holt, 

Klaus von; Adams Candace R.; Carchman, Loreen; Haussmann, Hans-Juergen; Kinser, Robin D.; Lau, Raymond W.; Rowsey, 
Rebecca M.; Rustemeier, Klaus 
Cc: Dempsey, Ruth; Sanders, Edward 

Subject: RE: Update of objectives for TES 

Tony, 

I understand your first point and I think it is accurate; in fact, I made a similar point at the beginning of the 
TES Pilot Study. At that time l was toid that the phrase "whole cigarette smoke" was important in order to 
convey the idea that both phases of cigarette smoke are being considered in this study. I was also told 
that the phrase ”... based on suitable biomarkers ..." was needed because it made the objective more 
focused, so that it referred specifically to what is being undertaken in the Total Exposure Study. 

However, I am uncertain that your revision is clearer. Are U.S. adult cigarette smokers exposed to 
biomarkers, or to the smoke constituents that the biomarkers are indicators of? Perhaps a more precise 
revision might be: 

• To determine the exposure of U.S. adult cigarette smokers to selected constituents of whole 
cigarette smoke based on suitable biomarkers. 

or 

• To determine the exposure of U.S. adult cigarette smokers to primary constituents of whole 
cigarette smoke based on suitable biomarkers. 

It is also possible that these comments are overly critical. The original rendering may be just fine, if it is 
understood that what is being determined in the study is an estimate of the exposure, which is based on 
biomarker information. 

Have a blessed day! 

so James Gear cs 

O/C T3W, S 4-3056 

-Original Message- 

From: Tricker, Anthony 

Sent: Friday, September 21, 2001 7:17 AM 

To: Gear, James C.; Walk, Roger A.; Solana, Rick P.; remote Gomm, Willy; Nelson, Bettie L; Oey, Jan; Roethig, Hans; remote holt, 

Klaus von; Adams, Candace R.; Carchman, Loreen; Haussmann, Hans-Juergen; Kinser, Robin D.; Lau, Raymond W.; 
Rowsey, Rebecca M.; Rustemeier, Klaus 
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Source: https://www.industrydocuments.ucsf.edu/docs/kxwj0001 



Cc: Dempsey, Ruth; Sanders, Edward; Tricker, Anthony 

Subject: RE: Update of objectives for TES 


I agree with the new wording of the third objective, but suggest a change to the first objective. 
This should read: 

'To determine the exposure of U.S. adult cigarette smokers to selected biomarkers of smoke 
constituents present in both the gas/vapor and particulate phases of cigarette smoke” 

I recommend that the term "whole cigarette smoke" should be avoided since this is misleading 
We are only measuring biomarkers of exposure from 5(7) of an unknown number of smoke 
constituents and we do not know the relationship between any of these biomarkers of 
exposure and exposure to another smoke constituent(s) present in the same smoke phase. 
Other research funded by the Company clearly show that nicotine uptake is not equivalent to 
uptake of solanesol under a number of different smoking conditions (solanesol uptake ranges 
between 50 and 75% of that of nicotine). Both nicotine and solanesol are mainstream smoke 
particulate phase constituents. 

Best regards, 

Tony 


-Original Message- 

From: Gear, James C. 

Sent: 19 septembre 2001 17:20 

To: Walk, Roger A.; So 1 ,ana, Rick P.; remote Gomm, Willy; Nelson, Bettie L; Oey, Jan; Roethig, Hans; 

Tricker, Anthony; remote Holt, Klaus von 
Subject: RE: Update of objectives for TES 

All, 

The suggested wording seems to be appropriate for the first two objectives. For the third 
objective, please consider the following modification. Correlation refers to a relatively specific 
statistical analysis, while other analyses may be identified as potentially useful. Hence, I 
suggest changing the third objective from: 

• To correlate selected biomarkers of health effect with cigarette smoke exposure in U.S. smokers 
and non-smokers. 

• to: 

• To investigate the relationship between selected biomarkers of health effect and cigarette smoke 
exposure in U.S. smokers and non-smokers. 

• 

* Have a blessed day! 

* es James Gear os 

. 0/CT3W, S 4-3056 

* 

• —Original Message- 

• From: Walk, Roger A. 

• Sent: Tuesday, September 18,2001 5:12 PM 

• To: Solaria, Rick P; Adams, Candace; Carchman, Loreen; Gear, James; Gomm, Willy; Haussmann, 

Hans J.; Kinser, Robin; Lau, Raymond; Nelson, Bettie; Oey, Jan; Roethig, Hans-Juergen; Rowsey, 
Rebecca; Rustemeier, Klaus; Tricker, Anthony; von Holt, Klaus 

• Subject: Update of objectives for TES 

• 

• Dear All, 
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Source: https://www.industrydocuments.ucsf.edu/docs/kxwj0001 




* In order to prepare the first draft of a protocol for the Total Exposure (main) Study and handing over 
the project leadership to Hans Roethig, I would like to share with you the currently suggested 
objectives for this large population study for your review and discussion. 

• 

• Taking the leanings of the recent weeks into account we suggest the following modified wording of 
the 3 study objectives: 

• 

• To determine the exposure of U.S. adult cigarette smokers to whole cigarette smoke based on 
suitable biomarkers. 

• To investigate whether the smoke exposure of U.S. adult cigarette smokers differs for segments 
of FTC tar delivery and from non-smokers. 

• To correlate selected biomarkers of health effect with cigarette smoke exposure in U.S. smokers 
and non-smokers. 

Please review and give Hans your comments if possible by Friday this week. 

Best regards, 

Roger 
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Source: https://www.industrydocuments.ucsf.edu/docs/kxwj0001 



